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DETAILED ACTION 

1 . Claims 1 , 4-7, 1 1 and 1 8-29 are pending in this application. 

Response to Amendment 

2. Applicant's amendment filed 08/13/2008 in response to the previous Office 
Action (02/19/2008) is acknowledged. Rejection of claims 1-6 and 8-19 under 35 
U.S.C. § 1 12, first and second paragraph (items 4-5a-h) and the prior art rejection under 
102(b) have been obviated. Even though applicant's amendment to the claims 
overcome the rejections raised in previous Office Action, it also introduces new issues 
that needs further rejection of the case. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 4-5, 11 and 18-19 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. In claim 1 (page 4, lines 5-6) and 
claim 4, the phrase "with the proviso that 4H-1 ,3-Benzothiazine-4-one, 2-(1,1- 
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dimethylethyl) is excluded" is a new matter. There is no support for this negative 
proviso in the specification. 

4. Claims 18-19 and 28-29 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. It is recited in claims 18 and 28, "A method for inhibiting cell death or 
apoptosis", but the specification is not enabled for such a scope. 

A number of factors are relevant to whether undue experimentation would be 
required to practice the claimed invention, including "(1) the quantity of experimentation 
necessary, (2) the amount of direction or guidance presented, (3) the presence or 
absence of working examples, (4) the nature of the invention, (5) the state of the prior 
art, (6) the relative skill of those in the art, (7) the predictability or unpredictability of the 
art, and (8) the breadth of the claims." In re Wands . 858 F.2d at 737, 8 USPQ2d at 1404 
(Fed.Cir. 1988). 

(1). Breadth of Claims: Claims 18 and 28 are directed to a method for inhibiting cell 
death or apoptosis which comprises administering an effective amount of the compound 
according to claim 1 or claim 20. Claims 18 and 28 are drawn to a method of inhibiting 
cell death or apoptosis in any subject and is very broad. It involves a method of 
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inhibiting cell dearth by subjecting a cell from any person (patient e.g. cancer patient or 
a healthy person). If this inhibition occurs in a cell of a healthy person, it would cause a 
negative effect. Since inhibition of cell death is part of a cancer treatment, this claim is 
not different from the treatment of cancer in general. The claim sets forth the treatment 
of cancer generally . However, there never has been a compound capable of treating 
cancer generally. There are compounds that treat a range of cancers, but no one has 
ever been able to figure out how to get a compound to be effective against cancer 
generally, or even a majority of cancers. Thus, the existence of such a "silver bullet" is 
contrary to our present understanding in oncology. Even the most broadly effective 
antitumor agents are only effective against a small fraction of the vast number of 
different cancers known, This is true in part because cancers arise from a wide variety 
of sources, such as viruses (e.g. EBV, HHV-8, and HTLV-1 ), exposure to chemicals 
such as tobacco tars, genetic disorders, ionizing radiation, and a wide variety of failures 
of the body's cell growth regulatory mechanisms. Different types of cancers affect 
different organs and have different methods of growth and harm to the body, and 
different vulnerabilities. Thus, it is beyond the skill of oncologists today to get an agent 
to be effective against cancers generally, evidence that the level of skill in this art is low 
relative to the difficulty of such a task. 

When the best efforts have failed to achieve a goal, it is reasonable for the PTO to 
require evidence that such a goal has been accomplished, In re Ferens, 163 USPQ 
609. The failure of skilled scientists to achieve a goal is substantial evidence that 
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achieving such a goal is beyond the skill of practitioners in that art, Genentech vs Novo 
Nordisk, 42 USPQ2nd 1001, 1006. 



(2) . Direction of Guidance: Applicants indicate that the inhibiting of myocardial 
apoptosis would be effective for the treatment of cancer or prevention and treatment of 
other diseases disclosed at page 3 of the specification. The amount of direction or 
guidance is minimal. There is no guidance in the specification for the inhibition of cell 
death or apoptosis that in return treats cancer in general or for the treatment or 
prevention of the diseases disclosed in the specification. It is also noted that generic 
dosage is disclosed (0.001 to 0.02 mg/kg), regardless of the nature of the diseases. 

(3) . State of Prior Art: There is no evidence of record that compounds structurally 
similar to these 1 ,3-Benzothiazine-4-one compounds are in use for the inhibition of cell 
death or apoptosis. 

(4) . Working Examples: The working examples are limited only to 10 compounds 
that are tested for inhibitory activity of cardiomyocyte apoptosis. The minimal effective 
concentration in micro molar for said compounds are disclosed at page 67, but there is 
no way to convert these data into useful meaning. 



(5). Nature of the Invention and Predictability: The invention is directed to inhibition 
of cell death or apoptosis for the treatment of cancer in general or treatment or 
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prevention of diseases recited in the specification by inhibiting the activity of 
cardiomyocyte apoptosis. It is well established that "the scope of enablement varies 
inversely with the degree of unpredictability of the factors involved," and physiological 
activity is generally considered to be an unpredictable factor. See In re Fisher, 427 F.2d 
833, 839, 166 USPQ 18, 24 (CCPA 1970). 

(6) . The Quantity of Experimentation Necessary: Immense, because so many 
cancerous cells are covered; see part (1). 

(7) . The Relative Skill of Those in the Art: The relative skill is extremely very low. To 
this day, there is no magic bullet that can treat cancer or other diseases that are recited 
in the specification by simply inhibiting cell death or apoptosis. 

It is recommended that applicants delete claims 18-19 and 28-29 to overcome this 
rejection . 



Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 19 and 29 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
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applicant regards as the invention. Claims 19 and 29 provide for the use of compound, 
but, since the claim does not set forth any steps involved in the method/process, it is 
unclear what method/process applicant is intending to encompass. A claim is indefinite 
where it merely recites a use without any active, positive steps delimiting how this use is 
actually practiced. 

Claim Rejections - 35 USC § 101 

6. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 19 and 29 are rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an 
improper definition of a process, i.e., results in a claim which is not a proper process 
claim under 35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 
1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 
1966). 



Allowable Subject Matter 

7. Claims 7 and 20-27 are allowed. 
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Objection 

8. Claim 6 is objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Conclusion 
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9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kahsay T. Habte whose telephone number is (571)-272- 
0667. The examiner can normally be reached on M-F (9.00- 5:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Wilson can be reached at (571 ) 272-0661 . The fax phone number 
for the organization where this application or proceeding is assigned is (571)-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Kahsay T. Habte/ 

Primary Examiner, Art Unit 1624 



September 25, 2008 



